
Certificate BE12/22357 4569 

The management system of 

DENTSPL V lmplants NV 
Research Campus 1 O 

3500 Hasselt, Belgium 

has been assessed and certified as meeting the requirements of 

ISO 13485:2003 
EN ISO 13485:2012 

For the following activities 

Design, development, manufacture and distribution of 
non-sterile surgical guides, 

medical image processing, simulation and design software 
medical models 

for the area of dentistry. 
Customer servicing and training to customers. 

This certificate is valid from 17 October 2014 until 24 February 2017 and 
remains valid subject to satisfactory surveillance audits. 

Re certification audit due before 24 January 2017. 
lssue 5. Certified since 25 April 2012. 

This is a multi-site certification. 
Additional site details are listed on the subsequent page. 

Authorised by 

SGS United Kingdom Ltd Systems & Services Certification 
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK 

t +44 (0)151 350-6666 f +44 (0)151 350-6600 www.sgs.com 

This document is issued by the Company subject to its General Condrtions of 
Certification Services accessible at www.sgs.com/lerms_and_conditions.htm. 

Attention is drawn to the limitations of liability, indemnification and jurisdictional 
issues established therein. The authenticity of this document may be verified at 

http1/www.sgs.com/en/Our-Company/Certified-Client-i;i1rectories/Certified-Client­
Directories.aspx. Any unaüthorized alteration, forgery or faisrrication of the 
content or appearance of this document is unlawlul and offenders may be 

nmsAC1rtP.d In lh• fullest extent nf lhR l•w. 
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Certificate BE12/22357 4569, continued 

DENTSPL V lmplants NV 

ISO 13485:2003 
EN ISO 13485:2012 

lssue 5 

Detailed scope 

Dentsply lmplants N.V. (site Hasselt): 
Design, development, manufacture and distribution of 

non-sterile surgical guides, 
medical models 

for the area of dentistry. 

Dentsply lmplants N.V. (site Leuven): 
Design, development, manufacture and distribution of 

medical image processing, simulation and design software 
for the area of dentistry. 

Design, development of 
non-sterile surgical guides, 

medical models 
for the area of dentistry. 

Customer servicing and training to customers. 

Materialise Dental Ukraine LLC: 
Design, development and manufacture of 

medical image processing, simulation and design software 
medical models 

for the area of dentistry. 
Additional facilities 

Dentsply lmplants N.V. (site Hasselt) 
Research Campus 1 O 

3500 Hasselt, Belgium 

Dentsply lmplants N.V. (site Leuven) 
Grensstraat 1 B 

3010 Kessel-Lo, Belgium 

Materialise Dental Ukraine LLC 
Raisy Okypnoi SA 

02002 Kyiv, Ukraine 

This document is issued by the Company subject to its General Conditions of 
Certification Services accessible at www.sgs.com/lerms_and_conditions.htm. 

Attention is drawn to the limitations of liability, indemnttication and jurisdictional 
issues established therein. The authenticity of this document may be veritied at 

httpl/www.sgs.com/en/Our-Company/Certified-Client-Orectories/Certöied-Clieot­
Directories.aspx. Any unauttiorized alteration, forgeiy or falsificatlon of the 
content or appearance of this document is unlawful and offenders may be 

omsF!r.11t"'1 tn th• f11ll•st P.XIP.nt nf fh• l•w. 
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